
24

21 CFR Ch. II (4–1–96 Edition)§ 1301.61

of his order upon each party in the
hearing.

MODIFICATION, TRANSFER AND

TERMINATION OF REGISTRATION

§ 1301.61 Modification in registration.

Any registrant may apply to modify
his registration to authorize the han-
dling of additional controlled sub-
stances or to change his name or ad-
dress, by submitting a letter of request
to the Registration Unit, Drug En-
forcement Administration, Department
of Justice, Post Office Box 28083,
Central Station, Washington, DC 20005.
The letter shall contain the reg-
istrant’s name, address, and registra-
tion number as printud on the certifi-
cate of registration, and the substances
and/or schedules to be added to his reg-
istration or the new name or address
and shall be signed in accordance with
§ 1301.32(f). If the registrant is seeking
to handle additional controlled sub-
stances listed in Schedule I for the pur-
pose of research or instructional activi-
ties, he shall attach three copies of a
research protocol describing each re-
search project involving the additional
substances, or two copies of a state-
ment describing the nature, extent,
and duration of such instructional ac-
tivities, as appropriate. No fee shall be
required to be paid for the modifica-
tion. The request for modification shall
be handled in the same manner as an
application for registration. If the
modification in registration is ap-
proved, the Administrator shall issue a
new certificate of registration (DEA
Form 223) to the registrant, who shall
maintain it with the old certificate of
registration until expiration.

[36 FR 18729, Sept. 21, 1971, as amended at 37
FR 15919, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, l973, as amended at 51 FR 5319,
Feb. 13, 1986; 53 FR 4963, Feb. 19, 1988]

§ 1301.62 Termination of registration.

The registration of any person shall
terminate if and when such person dies,
ceases legal existence, or discontinues
business or professional practice. Any
registrant who ceases legal existence
or discontinues business or professional

practice shall notify the Administrator
promptly of such fact.

[37 FR 15919, Aug. 8, 1972. Redesignated at 38
FR 26609, Sept. 24, l973]

§ 1301.63 Transfer of registration.

No registration or any authority con-
ferred thereby shall be assigned or oth-
erwise transferred except upon such
conditions as the Administrator may
specifically designate and then only
pursuant to his written consent.

SECURITY REQUIREMENTS

§ 1301.71 Security requirements gen-
erally.

(a) All applicants and registrants
shall provide effective controls and
procedures to guard against theft and
diversion of controlled substances. In
order to determine whether a reg-
istrant has provided effective controls
against diversion, the Administrator
shall use the security requirements set
forth in §§ 1301.72–1301.76 as standards
for the physical security controls and
operating procedures necessary to pre-
vent diversion. Materials and construc-
tion which will provide a structural
equivalent to the physical security
controls set forth in §§ 1301.72, 1301.73
and 1301.75 may be used in lieu of the
materials and construction described
in those sections.

(b) Substantial compliance with the
standards set forth in §§ 1301.72–1301.76
may be deemed sufficient by the Ad-
ministrator after evaluation of the
overall security system and needs of
the applicant or registrant. In evaluat-
ing the overall security system of a
registrant or applicant, the Adminis-
trator may consider any of the follow-
ing factors as he may deem relevant to
the need for strict compliance with se-
curity requirements:

(1) The type of activity conducted
(e.g., processing of bulk chemicals, pre-
paring dosage forms, packaging, label-
ing, cooperative buying, etc.);

(2) The type and form of controlled
substances handled (e.g., bulk liquids
or dosage units, usable powders or non-
usable powders);

(3) The quantity of controlled sub-
stances handled;

VerDate 14<JUN>96 10:36 Jul 12, 1996 Jkt 167073 PO 00000 Frm 00021 Fmt 8010 Sfmt 8010 C:\CFR\21V9C2.TXT pfrm13



25

Food and Drug Administration, HHS § 1301.72

(4) The location of the premises and
the relationship such location bears on
security needs;

(5) The type of building construction
comprising the facility and the general
characteristics of the building or build-
ings;

(6) The type of vault, safe, and secure
enclosures or other storage system
(e.g., automatic storage and retrieval
system) used;

(7) The type of closures on vaults,
safes, and secure enclosures;

(8) The adequacy of key control sys-
tems and/or combination lock control
systems;

(9) The adequacy of electric detection
and alarm systems, if any including
use of supervised transmittal lines and
standby power sources;

(10) The extent of unsupervised public
access to the facility, including the
presence and characteristics of perim-
eter fencing, if any;

(11) The adequacy of supervision over
employees having access to manufac-
turing and storage areas;

(12) The procedures for handling busi-
ness guests, visitors, maintenance per-
sonnel, and nonemployee service per-
sonnel;

(13) The availability of local police
protection or of the registrant’s or ap-
plicant’s security personnel, and;

(14) The adequacy of the registrant’s
or applicant’s system for monitoring
the receipt, manufacture, distribution,
and disposition of controlled sub-
stances in its operations.

(c) When physical security controls
become inadequate as a result of a con-
trolled substance being transferred to a
different schedule, or as a result of a
noncontrolled substance being listed on
any schedule, or as a result of a signifi-
cant increase in the quantity of con-
trolled substances in the possession of
the registrant during normal business
operations, the physical security con-
trols shall be expanded and extended
accordingly. A registrant may adjust
physical security controls within the
requirements set forth in §§ 1301.72–
1301.76 when the need for such controls
decreases as a result of a controlled
substance being transferred to a dif-
ferent schedule, or a result of a con-
trolled substance being removed from
control, or as a result of a significant

decrease in the quantity of controlled
substances in the possession of the reg-
istrant during normal business oper-
ations.

(d) Any registrant or applicant desir-
ing to determine whether a proposed
security system substantially complies
with, or is the structural equivalent of,
the requirements set forth in §§ 1301.72–
1301.76 may submit any plans, blue-
prints, sketches or other materials re-
garding the proposed security system
either to the Special Agent in Charge
in the region in which the system will
be used, or to the Diversion Operations
Section, Drug Enforcement Adminis-
tration, Department of Justice, Wash-
ington, DC 20537.

(e) Physical security controls of loca-
tions registered under the Harrison
Narcotic Act or the Narcotics Manufac-
turing Act of 1960 on April 30, 1971,
shall be deemed to comply substan-
tially with the standards set forth in
§§ 1301.72, 1301.73 and 1301.75. Any new
facilities or work or storage areas con-
structed or utilized for controlled sub-
stances, which facilities or work or
storage areas have not been previously
approved by the Administration, shall
not necessarily be deemed to comply
substantially with the standards set
forth in §§ 1301.72, 1301.73 and 1301.75,
notwithstanding that such facilities or
work or storage areas have physical se-
curity controls similar to those pre-
viously approved by the Administra-
tion.

[36 FR 18729, Sept. 21, 1971. Redesignated at
38 FR 26609, Sept. 24, l973, and amended at 46
FR 28841, May 29, 1981; 47 FR 41735, Sept. 22,
1982; 51 FR 5319, Feb. 13, 1986]

§ 1301.72 Physical security controls for
non-practitioners; narcotic treat-
ment programs and compounders
for narcotic treatment programs;
storage areas.

(a) Schedules I and II. Raw materials,
bulk materials awaiting further proc-
essing, and finished products which are
controlled substances listed in Sched-
ule I or II shall be stored in one of the
following secure storage areas:

(1) Where small quantities permit, a
safe or steel cabinet;

(i) Which safe or steel cabinet shall
have the following specifications or the
equivalent: 30 man-minutes against
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